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The European Agency for the Evaluation of Madicinal Products
Vetarlnary Medicinses Evaluation Unit

REGU la
London, 3 June, 1999

EMEA/V/PHI/wip/16919/99 -8 JUIN 1999
Direct Line +44.171.418.8413

Dr S Zinker 5
FEDESA 9( V. Cra cg;uc“

Rue Defacqz 1, bte 8
B-1000 Brussels

Dear Susanne

Subject: VICH Topic GL9, GCP Guideline

At the end of the consultation period for these guidelines the EU only has received comments
from Sweden, a copy of which is enclosed for forwarding to the Chairman, Dr Cracknell.

Kind regards

Yours sincerely

«u\!\}ﬂwg‘w

Peter G.H. Iones
Head of Unit

< Dr C Verschueren
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" 3 LAKEMEDELSVERKET
MEDICAL PRODUCTS AGENCY

EMEA

Secretariat Veterinary Unit

7 Westferry Circus, Canary Wharf
LONDON E14 4HB

United Kingdom

Re.: VICH Topic GL 9 Guideline on Good Clinical Practice
(EMEA/CVMP /595/98-CONSULTATION)

In response to the circulation of the above draft Guideline on Good Clinical Practice ,
the Medical Products Agency has consulted the relevant authorities and interested
parties in Sweden.

In general, the content of the guideline is welcomed and endorsed. The Swedish
Agricultural Administration has the following comments, which are also endorsed by
the Medical Product Agency. The guideline should be supplemented with references to
national animal welfare legislation, The use, breeding and keeping of test animals and
other animals are regulated in national law which is based on the Conventions of the
Council of Europe as well as the Directives of the European Union. It is therefore
suggested to introduce the following sentences under respective paragraph.

Paragraph 6.3.11 and 6.3.15 should be supplemented as follows: The animals must be
kept and used in accordance with the national animal welfare legislation,

Paragraph 6.3.11.3 should be supplemented as follows: The climate must be adapted for
the animals, which are kept in animal facilities. Climatic factors of significance to the
animals should be described.

Paragraph 6.3.12.2 should be changed as follows: Provide total composition of the feed
(feed materials, vitaming and other feed additives) and calculated nutrient densities for
all feeds used in the study. B

Two minor editorial comments were also put forward, See enclosed copies.

On behalf of the Mgdical

deeud
Annika Wennberg
Dr Med Sc, Senior Preclinical Officer

oducts Agency
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2.4. Each individual inveolved in conducting a clinical study should be qualifled
by education, tralning, and expenrise to perform Ahe}rfrespectlve taskl(s). f/ /"k’//)df“
These individuals should demonstrate, In & manner that Is evidant from tha
study documantatlon, the highest possible degree of professionalism in the
racording and reporting of study observations.-

2.5. The relevant regulatory authorlty should provide procedures which
' independently assure that the study animals and the human and animal
food chains are protected. The relevant regulatory authority should also
assure that the requirement for obtalning Informed consent from the owner
of the animals Is established and followed.

2.6, Studiss covered by Good Labaratory Practice (GLP), baslc exploratory
studies or other clinical studiss not intended to be used for regulatory
support are not included in the scope of this guldance. However, data
derived from safety and pre-clinical studies may be requited to be
submitted to the ralevant regulatory asuthority in order that subsequent
clinical studies may be properly authorized prior to commencemaent,

2.7.  Wherever possible, Investigational veterinary products should be prepared,
handled and stored In accordance with the concepts of good manufacturing
practice (GMP).  Detalls of preparation, handling and storage of
investigational veterinary products should be documented and the products
used in accordance with the study protocol,

2.8. The assurance of quality of every aspect of the study Is a fundamental
component of sound scientific practices. The princlples of GCP support the
use of quality assurance (QA) procedures for clinical studles. 1t s
percelved that the sponsor would be the party responsible for the QA
functions for these studies. All participants in clinical studies are
encouraged to adopt and adhere to genarally recognized sound QA
practices.

3. THE INVESTIGATOR

3.1. General.

3.1.1. The Investigator is the individua! responslble for all aspects of the
conduct of the study. These would include: the dispensing and the
adminlstration of the Investipational and control veterinary
product(s), the implementation of the study protocol, the collection
and reporting of the study data and the protection of the health and
welfare of the personnel Involved in the study and the animals
duriﬂg‘ the study.

3.1.2. If a study Is conducted by a group of individuals, the investigator is

the-leader of the group. An Individual should not serve as both the
Investigator and the monitor of any one study.
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6.3.12.1. Determine the nutrent needs of the study animals and
prepare feeds meeting these neads.

6.3.12.2. Provide quantitative Ingredient lists (fgedstuffs, vitamin
and mineral premixes and, as appropriate, permigsible faed
additives) and calculated nutrient densities for all feeds

~ used in the study.

6.3.12.3. Describe procedures for the sampling of the feed used in
the study and Ahehfsubsequent analysls for selacted if f[

nutrientg/ 4 07[ ege j‘a‘m/?é’J’

6.3.124. Develop and follow objective criterla to determine
whether feeds used in the study, based on actual laboratory
nutrient analyses, meet the pre-detarmined calculated
requiremants.

6.3.12.5. Provide a feeding program (feeding scheduls).
6.3.12.6.Collect records of the amount of fead offered and refused.
6.3.13. Investigational vaterinary and control product(s).

6.3.13.1. Ciearly and precisely Identify the investigational
veterinary product to readlly permit an unambiguous
determination of the speclfic formulation. Instructions for
the further mixing (If any), packaging and storags of thass
products should be stated. :

6.3.13.2, If the investigational veterinary product Is administered in
faed or water, dascribe the procedures for determining the
concentration of the investigational veterinary product In the
feed or water, including the sampling methods and assay
methodologles (e.g. laboratory used, analytical methad,
number of replicates, assay limits, pemitted analytical
varlation) to be used, Develop and follow objective critaria
to determine whether the Investigational veterinary product
concentration in the feed or water Is adequate.

6.3.13.3. Identify control products by generic or trade name;
dosage form, formulation (Ingredients); concantration; batch
number; explry date. Store and use these products
,  according {o iabel directlons.
6.3.14. Treatments. For the Investigational and control veterlnary
product(s):

6.3.14.1. luslify the dosing to be usad.
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